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Allowable Subject Matter 

1 . The indicated allowability of claims 24-33 is withdrawn in view of the newly 
discovered reference(s) to Perez et al (2002/0103499 A1) and Effenhauser (6,572,566 
B2). Rejections based on the newly cited reference(s) follow. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

3. Claims 24, 25, 28 and 30-33 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Perez et al (2002/0103499 A1). 

Perez et al disclose a lancet having capillary action and further disclose a lancing 
unit configured to couple to a drive unit; the lancing unit comprising a detection zone 
configured to analyze the body fluid; a capillary structure having a lancing tip configured 
to cut an incision in the skin, the lancing tip defining a capillary groove for drawing the 
body fluid from the incision to the detection zone via capillary action, wherein the - 
capillary groove opens longitudinally along the outside of the lancing tip to permit 
collection of the body fluid along the length of the lancing tip; the drive unit is coupled to 
the lancing unit; the capillary structure includes a pair of needles joined together; the 
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capillary structure includes a solid needle with a capillary groove defined therein; the 
detection zone includes an optical detector for analyzing body fluid; the detection zone 
includes an electrochemical detector for analyzing body fluid; the lancing tip has a distal 
end that initially contacts the skin during lancing; and the capillary groove further opens 
at the distal end of the lancing tip. See Figures 4A, 4C, 4F and 7. 
4. Claims 24-26, 30 and 32 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Effenhauser (6,572,566 B2). 

Effenhauser discloses a means for measuring analyte concentration in body fluids and 
further disclose a lancing unit configured to couple to a drive unit; the lancing unit 
comprising a detection zone configured to analyze the body fluid; a capillary structure 
having a lancing tip configured to cut an incision in the skin, the lancing tip defining a 
capillary groove for drawing the body fluid from the incision to the detection zone via 
capillary action, wherein the capillary groove opens longitudinally along the outside of 
the lancing tip to permit collection of the body fluid along the length of the lancing tip; 
the drive unit is coupled to the lancing unit; the lancing unit includes a holding area in 
which a portion of the capillary structure is arranged; the holding area has a distal end 
from where the lancing tip extends and a top surface; the capillary groove opens along 
the top surface of the holding area; the capillary structure includes a solid needle with 
the capillary groove defined therein; and the detection zone includes an electrochemical 
detector for analyzing the body fluid. See Figure 1A; Column 8, lines 10-25. 
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Claim Rejections - 35 USC § 103 
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5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

6. Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over Perez et 
al (2002/0103499 A1) as applied to claim 24 above, and further in view of Eriksen 
(2,359,550). 

Perez et al, as discussed above, disclose a lancing device, but fail to disclose the 
capillary structure includes a stranded wire with a capillary groove formed between 
adjacent wires. 

Eriksen discloses a lancing device and further disclose the capillary structure 
includes a stranded wire with a capillary groove formed between adjacent wires. See 
Figure 1. 

Since both Perez et al and Eriksen disclose lancing devices, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
the lancing structure of Perez et al to include the use of a stranded wire lancing means, 
as per the teachings of Eriksen, since it would provide another means of lancing the 
skin with a capillary structure for obtaining a fluid sample. 

7. Claim 27 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Effenhauser (6,572,566 B2) as applied to claim 26 above, and further in view of 
Yassinzadeh et al (5,700,695). 
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Effenhauser, as discussed above, disclose a lancing means for detecting 
analytes in body fluid, but fail to disclose the lancing unit includes a plate capping the 
holding area; the plate covers a portion of the capillary groove; and the plate defines a 
window over the detection zone. 

Yassinzadeh et al disclose a sample collection means and further disclose the 
lancing unit includes a plate capping the holding area; the plate covers a portion of the 
capillary groove; and the plate defines a window over the detection zone. See Figure 
12. 

Since both Effenhauser and Yassinzadeh et al disclose lancing means for 
detecting analytes in a body fluid, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify the lancing means of Effenhauser 
to include the use of a plate that defines a window over the detection zone, as per the 
teachings of Yassinzadeh et al, since it would provide direct access to the acquired 
sample for analysis. 

8. Claim 31 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Effenhauser (6,572,566 B2) as applied to claim 24 above, and further in view of Perez 
etal (2002/0103499 A1). 

Effenhauser, as discussed above, disclose a lancing means for detecting 
analytes in a body fluid, but fail to disclose an optical detector for analyzing the body 
fluid. 
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Perez et al, as discussed above, disclose a lancing means for obtaining a body 
fluid sample for analysis and further disclose an optical detector for analyzing the body 
fluid. See Paragraph 0081. 

Since Effenhauser discloses the lancing unit can be used with analytical units but 
does not explicitly disclose the use of an optical analysis unit, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to include 
an optical detector, as per the teachings of Perez et al, in combination with the lancing 
unit of Effenhauser. 

Allowable Subject Matter 

9. The following is a statement of reasons for the indication of allowable subject 
matter: Claim 34 is allowable since no prior art could be found teaching or suggesting a 
lancing apparatus comprising a holding area having an open capillary groove, the 
capillary groove opening along the surface of the holding area from the distal end of the 
lancing tip to the detection zone for transporting the body fluid via capillary action to the 
detection zone. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brian Szmal whose telephone number is (571) 272- 
4733. The examiner can normally be reached on Monday-Friday, with second Fridays 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 





